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Dear Mr. Sail:

We have reviewed Y0o_11 Section 510(k) premiarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enlGosure) to legally marketed predicate devices mra-keted in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (P'MA).
You rnay, therefore, market the device, Subject to the general controls provisions of the Act. The
gener'al controls provisions of the Act include requirements for annual registration, listing of
de-vices, good manu-fiacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class Ill (P'MA), it
may be Subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concemning your device in the Federal Register.
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Please be advised that FDA's issuance Of a substantial equivalence determination does not mecan
that FDA has mnade a determination that your device complies wvith other requirements of the Act
or any Federal statutes and reg-ulations administered by other Federal agencies. YOU must
comply with all the Act's requilhrements, inicluding, but net limuited to: registration and li stinrg (21
CER P'art 807); labeling (21 CFR Part 801); medical device reporting (reportinig ofimedical
device-related adverse events) (21 CER 803); g-ood manufacturing practice requiremencrts as set
forth in the qua~lity systemls (QS) regulation (21 CFR Part 820); aind if applicable, the electronic
product radiation01 control provisions (Sections 53 1-542 of the Act); 21 JFR 1000-1050.

If You desire Specific advice for your device Oril Our labeling regulation (21 CFR Part 801), please
GO to hittp)://wwwN. fda.izov/AboutEtDA/CentersOffices/CDRH/CDIZ~OffrceS/rICmII I 5809.hitni for
the Cenrter For Devices and Radiological Health's (CDR-H's) Office of Compliance. Also, please
note the regulation entitled, 'NMisbranding by re ference to premarket noti fication'' (21IC FR Part
807.97). F~or qurestions regarding- the reporting of adverse events under the MDR regulation (21
CFR Part 80S3), please go to
hittp ://www~. fda.2ov/M~edicaiDevices/Safetv/Repor-taPr-oblem~/defauj~lt.hltml for the CDRI-l 's Office
of Surveillance and Biomnetrics/Division of Postmarket Surveillance.

You many obtain other general information onl your responsibilities under the Act fromt the
Division of Small Manuifacturers, fnternational and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
hittp://www.fda.,sov/MedicalDevices/ResourcesforYou/1industrv/defau~lt.htnui.

Sincerely yours,

WAAAN/Vl J-.VcWBrain- D. Zuckerman, M.D.
~PDirector

Division of Cardiovascular Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



XRES Blood Collection Reservoir Special 510(k)
Sorin Group Italia S~ri. February 19, 2010

510(k) Number (if known): kvo O

Device Name: XRES 'Blood Collection Reservoir
Indication for Use:

The XRES Blood Collection Reservoir is an accessory to an autotransfusion
device and is intended for the sterile collection and filtration of recovered blood
for subsequent processing for autotransfusion.

Prescription Use X__ Over-the- Counter Use_____
(Part 21CFR 801`Subp~artD) AND/OR (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER
PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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